
MENTAL INFORMATION 
DISCLOSURE 
STATEMENT BY APPLICANT 
Form PTO-1449 



ATTY. DOCKET NO. 
12961/46601 


APPLICATION NO. 
10/532,836 


APPLICANT 

Armin BREITENBACH et al. 


FILING DATE 
April 26, 2005 


GROUP 
1621 



U. S. PATENT DOCUMENTS* 



EXAMINER 

rXJITI A I 


PATENT/PUBLICATION 

Nl IMRFR 


PATENT/PUBLICATION 
DATE 


NAME 


CLASS 


SUBCLASS 


FILING 
DATE* 


A* 


2,556,636 


June 12, 1951 


Nathan Sperber et al. 








•A/\ 


2,567,245 


September 11, 1951 


Nathan Sperber et al. 








PfP 

(uYi 


2,676,964 


April 27, 1954 


Nathan Sperber et al. 










3,261,841 


July 19, 1966 


Bernard L. Zenitz 








. — ClxJ 


3,446,901 


May 27, 1969 


G. J. Macclesfield 










4,988,730 


January 29, 1991 


Korbonits et al. 








AAA 


5,382,600 


January 17, 1995 


Jonsson et al. 








rLrsA 

ff\JV\ 


5,559,269 


September 24, 1996 


Johansson et al. 








Am 


5,922,914 


July 13, 1999 


Gage et al. 








Vr 


6,517,864 


February 11,2003 


Orup Jacobsen et al. 










6,310,248 


October 30, 2001 


Andersson et al. 










6,566,537 


May 20, 2003 


Andersson et al. 










6,630,162 


October 7, 2003 


Nilvebrant et al. 








d& 


6,689,916 


February 10, 2004 . 


Andersson et al. 








Ji.ni 


6,713,464 


March 30, 2004 


Meese et al. 








iff) 


6,770,295 


August 3, 2004 


Kreilgard et al. 










6,783,769 


August 31, 2004 


Arth et al. 










6,809,214 


October 26, 2004 


Meese 










6,809,225 


October 26, 2004 


Donsbach et al. 










6,858,650 


February 22, 2005 


Meese 










6,890,920 


May 10, 2005 


Richards et al. 










6,911,217 


June 28, 2005 


Gren et al. 










2003/0124179 


July 3, 2003 


Jacobsen, Lene O. et al. 








fa 


2004/0186061 


September 23, 2004 


Meese, Claus et al. 










2005/0004223 


January 6, 2005 


Slatter, John G. et al. 










2003/0152624 


August 14, 2003 


Aidrich et al. 










2003/0158176 


August 21, 2003 


Richards et al. 










2004/064821 


April 1,2004 


Rousselle 









copies of U.S. references are not enclosed 



NY01 13101 10 vl 



Page 1 



FOREIGN PATENT DOCUMENTS 



EXAMINER 
INITIAL 



DOCUMENT 
NUMBER 



DATE 



COUNTRY 



CLASS 



SUBCLASS 



TRANSLATION 



925 468 (in German, with 
English translation) 



March 21, 1955 



DE 



YES 



1 216 318 (in German, with 
English translation) 



May 12, 1966 



DE 



YES 



325 571 



July 26, 1989 



EP 



624 117 



May 27, 1949 



GB 



ML 



627 139 



July 29, 1949 



GB 



667 852 



August 23, 1995 



EP 



685 696 



January 07, 1953 



GB 



689 835 



April 08, 1953 



GB 



690 274 



April 15, 1953 



GB 



692 931 



June 17, 1953 



GB 



766,207 



December 22, 1952 



-DE- 



YES 



831,799 



June 7, 1996 



EP 



830,193 



February 04. 1952 



. YFS 



-872,233- 



-AfHr t f H, 1997 



.December 10. 1997 



EP 



957,073 



May 12, 1998 



EP 



sCv\ 



1 019 358 



July 19, 2000. 



EP 



2&CL 



1,025,041 



February 24, 1964 



GB 



1 128 819 



September 05, 2001 



EP 



1 169 944 



November 05, 1969 



GB 



1 169 945 



November 05, 1969 



GB 



WO 93/ 2 3025 



N o v e nibe y-^IS&L 



_EOL 



"ivvT 



JWO 96/12177 



-4Vfoy-0?, 1996 



PCT 



^vM 



WO 98/03067 



January 29, 1998 



PCT 



WO 98/43942 



October 8, 1998 



PCT 



JK0 9&/56359' 



December 17, 1998 



PCT 



WO 00/12069 



March 09, 2000 



PCT 



WO 00/27364 



May 18, 2000 



PCT 



em 



WO 01/34139 



May 17, 2001 



PCT 



November 14, 700? 



-PCX- 



wo n^/i^o^ 



February 14. 2002 



PCT 



WO 03/002059 



January 9, 2003 



PCT 



WO 03/007918 



January 30. 2003 



PCT., 



WO 03/020241- 



JSdaig hl3, 2003 



PCT 



WO 03/026564 



April 3, 2003 



PCT 



WO 03/035599 



May 1,2003 



PCT 



WO 03/039464 



May 15, 2003 



PCT 



WQ 03/063834 



-August 7, 7003. 



PCT 



WO 03/099268+ 



Docombcr 4 , 2003 



-PCT- 



- December 18, 2003 



-PCT . 



WO 03/106421 



December 24, 2003 



PCT 



NY0I 1310110 vl 



Page 2 



EXAMINER 
INITIAL 


DOCUMENT 
NUMBER 


DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 




WO 03/021271 


March 13, 2003 


PCT 












WO 04/019892 


March 11,2004 


PCT 











•- English translation of claims provided 
••- English translation of abstract provided 



OTHER DOCUMENTS 



t^\J\ 1VI 1 1 N t IN 

INITIAL 




AUTHOR, TITLE, DATE, PERTINENT PAGES, ETC. 


72 

. /m 




Abrams et al., "Tolterodine, a new antimuscanmc agent: as effective but better tolerated than 
oxybutynin in patients with an overactive bladder," 1998, Br. J. Urol. 81:801-810 






Abstracts from the 26 th Annual Meeting of the International Incontinence Society, August 27-30, 
1996 Gillbere et al abstract 33 Neuroloev and Urodvnamics 15*308-309 






Anderson et al, "Once dailv conh-nllrri vrrnnn immediate rclrnqc nvybutyrtuxchloride for urge 
urinary incontinence," 1 999, J. Urol. 161:1 809- 1812 






Andersson et al., "Pharmacological treatment of urinary incontinence," in Abrams 






Incontinence. Plymouth, Plymbridge Distributors Ltd. UK r Plymouth. 2002. pp 479-51 1 












Andersson & Hedlund. "Pharmacological perspective on the physiology of the lower urinay tract," 






2002 Uroloev 60fSutrol 5AV 13-20 






Andersson & Wein, "H > harr iarr>Tr> cy nf tKlft lewre mawy tract h **\i\ fo r ciigeat and future 






treatments of urinary incontinence," 2004, Pharmacol. Rev. 56:581-631 






Appell et al., "Prospective randomized controlled trial of extended release oxybutynin chloride and 






Mayo Clinic Proceedings 76:358-363 


V V r I 




Breidenbach et al., "Pharmacodynamic profiling of the novel antimuscarinic drug fesoterodine on 

rat HlaHHpr " 9007 Proref*dini»Q of* thp Tntprnatinnal Continence Societv ^2*44Q 






Brynne et al., "Influence of CYP2D6 polymorphism on the pharmacokinetics and 
pharmacodynamics of tolterodine, 1998, Clin. Pharmacol. There. 63:529-539 


IMA 




Brynne et al., 'Tolterodine does not affect the human in vivo metabolism of the probe drugs 
caffeine, debrisoquine, and omeprazole," 1999, Br. J. Clin. Pharmacol. 47:145-150 


Aft 




Brynne et al., "Fluoxetine inhibits the metabolism of tolterodine - pharmacokinetic implications 
and proposed clinical relevance," 1999, Br. J. Clin. Pharmacol. 48:553-563 






Brynne et al., "Ketoconazole inhibits the metabolism of tolterodine in subjects with deficient 
CYP2D6 activity," 1999, Br. J. Clin. Pharmacol. 48:564-572 






Caweilo et al, "Multiple dose pharmacokinetics of fesoterodine in human subjects," 2002, Nauyn- 
Schmie^erg^Tftrcfa Pharmacol w (Ri T pi 1)^28^2002 . : — 






Chancellor et al, "A comparison of the effects on saliva output of oxybutynin chloride and 






tolterodine tartrate," 2001, Clinical Therapeutics ^3:7^3- /OU ' ■ — ' 






Chappie & Udo, "Delay to maximum effect in overactive bladder patients treated with oxybutynin 


- — ■ — 




ui tolterodine," 2U0U, Luropean Urology 37(SuppI. 2):84, abstract 335 from the Xvtn Congress Of 
the European Association of Urology, Brussels, Belgium, April 12-15, 2000 


/Cm 




Chappie et al., "Fesoterodine a new effective and well-tolerated antimuscarinic for the treatment of 
urgency-frequency syndrome: results of a Phase II controlled study," 2004, Proceedings of the 
International Continence Society, 34:142 






-ClemjSfl Jarvis. "Tolterodine: a review of its use in, Thf ireatoeat ^ f overactive M **<*fix" ™ m , 






Drugs & Aging 1 8:277-304 






Cole, "Fesoterodine, an advanced antimuscarinic for the treatment of overactive bladder: A safety 
update," 2004, Drugs of the Future 29:71 5-720 



Page 3 

NY01 13101 10 vl 



EXAMINER 
INITIAL 




AUTHOR, TITLE, DATE, PERTINENT PAGES, ETC. 






Committee for Proprietary Medicinal Products, "The assessment of the potential for QT interval 

prnlnnp-itinn hy nftn-CaidiOv^rnlar ™f Hirinnl nrnH ; " rPMT>/QRK/QK P^TrHfrfT 1 7, IPO? 


jAM 




Detrol® package insert, Pharmacia & Upjohn Co., April, 2004 i 






— r-; : — ■ — — : 

Diokno et al., "Tolterodine (Detrol®) improves incontinence and nocturia in urological based 






study," 15*99 Apnl, J, Urol. 161 (4 Suppl):256, abstract 987 " ■ 






Ekstrom et al., "Effects of tolterodine on bladder function in healthy volunteers/' Journal of 






Urology 15.4(Suppl.):J94A, abstract 662 flum the 19 th Annual Meeting of the American Urological 

rtbaUL JallUU, Lab V Cgao, r\yl 11 iO, izr^rj 








• 




testing," 1986, Br. Med. J. 292:746-750 






Gillberg et al., "Tolterodine, a new agent with tissue effect selectivity for urinary bladder," 1994, 






24* Annual Meeting, Prague, Czech Republic, August 1994 












-subtype-iieleuive muscarinic receptor antagonists," 1998, European Journal of Pharmacology 349: 
285-292 


jf. V v \ 




Hills et al, "Tolterodine," 1998, Drugs 55:813-820 


t . 




Jonas et al., "Efficacy and safety of two doses of tolterodine versus placebo in patients with 
detrusor overactivity and symptoms of frequency, urge incontinence, and urgency: urodynamic 






evaluation," 1 997, World J. Urol. 1 5 : 1 44- 1 5 1 






Kang et al., "Cardiac ion channel effects of Tolterodine," 2004, J. Pharmacol. Exper. Thera. 






308:933-940 ' * 


<* 




Kershen & Hsieh, "Preview of new drugs for overactive bladder and incontinence: darifenacin, 

miHfeklHnn luKjnnm nnH HnlrwnHnft " Purr TTml ffi>p ^~ 


n 




Klosa, "Eine Neue Synthesemethode der Darstellung von Diaiylalkylarninen," 1966, Journal fur 
Praktische Chemie 4:312-334 (in German) with English translation 


IAaa 

/V V { 




Klosa, "Eine Neue Synthese von Diphenylisopropylaminen," 1966, Journal fur Praktische Chemie 
4:335-340 (in German, with English translation) 


PvV\ 




Larsson et al., 'Tolterodine in the treatment of overactive bladder: analysis of the pooled phase II 
safety and enicacy data, 1999, Urology 53: 990-998 






Lininski et al "Experimental and corrmutafinnal annroaches to. estimafp Qnlnhilitv anH 






-permeability in drug discovery and development settings" Elsevier Advanced Dixig Delivery 
Reviews Vol. 23, pp. 3-25, 1997 


! 




MillarH Pt al "Plinical pfTtrarv anrl Qafptv of* tn1tf»rnHinp rnrrmarpH tn nlnr*»Hn in Hpfnicnr 
irimaixi i>i ai., v<iuiiwai tiiiwatjr auu oaivijr vi lUllvl VJUiUv WHlJJcUvU lU pioVCUV LU UCUUoUI 

overactivity," 1999,J.Uiul. 161:1551 












normal, conscious rais, zuuz, uroiogy jy.s/oj-yuo ■ . ■ .. 






Naerger et al., "Effect of tolterodine on electrically induced contractions of isolated human detrusor 
muscle from stable and unstable bladders," 1995, Neurourology and Urodynamics 14:524-526, 






abstract 76 from International Continence Society 25^ Annual Meeting, Sydney, Australia, October 
1995 






Netzer r et al., "Screening lead compounds for QT interval prolongation" Drug Discovery Today | 






Vol. 6, No. 2, pp.78-84, January 2001 






Nilsson et al.. "Coirroarison of a 10 mg controlled release oxybutynin tablet with a 5 mg 






oxybutynin tablet in urge incontinence patients," 1997, Neurourol. Urodyn. 10:533-542 ' — - — 






Nilvebrant & Sparf "Receptor binding profiles of some selective muscarinic antagonists," 1988, 






European Journal of Pharmacology 151:8:3-96 






Nilvebrant & Sparf, "Differences between Binding Affinities of some Antimuscarinic Drugs in the 
parotid Gland-ond those in thp 1 Irinaiy Bladder and Ileum" Acta Pharmacol, et toxicol. Vol. 53. 






No. 4, pp. 304-313, October 1983 



NY0I UIOIlOvl 



Page 4 



EXAMINER 
INITIAL 




1 A 1 ITUf^D TITI n HATE DCOTIXirWT DATCC ctp 

AU 1 HOK, 1 1 1 Lfc, DA 1 b, rbK 1 INfciN 1 rAOhb, 1 1 C 






Nilvebrant et al., "The in vitro pharmacological profile of tolterodine - a new agent for the 






abstract 60A from International Continence Society 24" 1 Annual Meeting, Prague, Czech Republic, 
August 1994 






iNiivcuiaiii ci ai., i oiieroamc ib nui ouuiypc ^mi -nu) ) selective dui caiudiis luncnonai oiaouer 
c/>wriiri^. j n yjvn/ 1 inn^ ^Tmirmir^pY fipd Urndynarnic'i 1 VHP *H 1, nhr.trnrt M from %? Zfith 






Annual Meeting of the International Continence Society, Athens, Greece, August 27-30, 1996 






Nilvebrant, "Tolterodine and terodiline — different pharmacological profiles," pages 141-142, 


• 




Japan, September 1997 






Nilvebrant et al "Tissue distribution of tolterodine and its metabolites: low penetration into the 
central nervous system," 2000, European Urology 37(Suppl. 2):84, abstract 333 from the XVth 
Congress of the European Association of Urology, Brussels, Belgium, April 12-15, 2000 


x— 




Nilvebrant. "The mechanism of action of toltemdinp " 9000, Reviews in Contemporary 






Pharmacotherapy 1 1:13-27 " — — 






Olsson et al., "Food increases the bioavailability of tolterodine but not effective exposure," 2001, J. 






Clin. Pharmatul 41.298--304 ~ 






Olsson & Szamosi, "Food does not influence the pharmacokinetics of a new extended release 






Clinical Pharmacokinetics 40*135-143 

VllllivUl A |1U1 1 4 Mil W \J IVJL4 IV livp * V/ « 1 -m* -J 1 < *J 






Olsson & Szamosi, "Multiple dose pharmacokinetics of a new once daily extended release 






Pharmacology/Toxicology Review from Application Number 21-518, Center for Drug Evaluation 






and Research, pp. 1-3. 






ft entrhng pf nl i "KfTir.nr.y inH rnfftty nf tnltproHinp in patients with Hptnisor jpRtability: a dose 






ranging study," 1998, Br. J. Urol. 81 :42-48 






Roy, at nl ; "MEttfi, ™ PHmnry Human Ventrirnlar Target nf tnf * Nonsedating Antihistamine 






Terfenadine" Circulation Vol. 94, No. 4, pp. 817-823, August 15, 1996 






Sachsf* ft nl u PharmacodYnamics of multiple dose treatment with the novel antimuscarinic drug 






fesoterodine," 2002, Nauyn-Schmiedeberg's Arch. Pharmacol. 365 (Suppl. l):413 






Sachse et al., "Safety and pharmacokinetics of the novel bladder-selective antimuscarinic drug 






Continence Society, 32:441 






Sachse et al., "Safety and pharmacokinetics of the novel bladder-selective antimuscarinic 






Continence Society, 33:377 






Sachse et al.. "Dose-proportional pharmacokinetics of the new antimuscarinic fesoterodine," 2003, 






Nauyn-SchmiedebeTg's Arch. Pharmacol. 367 (Suppl. 1):446 






Sachse et al., "Pharmacodynamics and ohamiacolrinptirs of ancwndinR multiple oral dofifm of the 






novel, bladder-selective antimuscarinic fesoterodine," 2003, Eur. Urol. Suppl 2:1 1 1 


• 




Sachse et al "Concomitant food intake does not sitmificantlv influence the nharmacokinetics of 
-4hc novel. blQddcr-3olnritivc nntimnsrarinic fesoterodine/' 2004, Proceedings of the International 






Continence Society, 34:580 






Sachse et al., "Safety, tolerability and pharmacokinetics of fesoterodine in patients with hepatic 












Sachse et al. T "Safety, tolerabilitv and pharmacokinetics of fesoterodine after co-treatment with the 






notpnt f*vtorhrn.inf» P4S0 ^ A4 inhibitor \c ptnr on a 7oIf» " 7004 PrnrppHinoc nf th#» Intpmntinnal 

Continence Society, 34:586 






Sach3C et al.. "Cluneal phflrmncoloQical asnerts of the novel bladder-selective antimuscarinic 
fesoterodine, " 2004, Progres en Urologie, 14 (Suppl. 3):58 - — 






Stahl Pt al 4 T TmHvnamic and other effects of tolterodine: a novel antimuscarinic druR for the 






treatment of detrusor overactivity," 1995, Neurourol. Urodyn. 14:647-55 



NY01 UlOllOvI 



Page5 



EXAMINER 
INITIAL 




AUTHOR, TITLE, DATE, PERTINENT PAGES, ETC. 






Teuvo et al "Extended release tolterodine compared with immediate release tolterodine for the 
treatment ofcweractwe bladder^ innn . Ewepean 1 Erolegy ^{^'TT 1 V' 9a j ^^ct *™m the 






XVth Congress of the European Association of Urology, Brussels, Belgium, April 12-15, 2000 






Van Kerrehrnrck ct al. 'Tolterodine once daily; oupcrior pffirarv and tolerabilitv in the treatment 
of the overactive bladder," 2001, Urology 57:414-421 






Van Kerrebroeck et al., "Clinical efficacy and safety of tolterodine compared to oxybutynin in 






-patients wilh overactive bladder, 11 199/, Isleurourol. \ Irmly n 1 6 178 179, nhntrart no 91 from thr 
27th Annual meeting of the International Continence Society, Yokohama, Japan, September 1997 






Versi et al., "Dry mouth with conventional and controlled release oxybutynin in urinary 






incumineriic," 2000, Obstet. Gynecol. 95:718 721 — 






Wefer et al., 'Tolterodine: an overview," 2001, World Journal of Urology 19:312-318 



EXAMINER J j* jj , J 


DATE CONSIDERED y/y 


EXAMINER: Initial if citation considered, whirfher or not citation is in conformance with M.P.E.P. 609; draw line through citation if not in conformance and 
not considered. Include copy of this form with next communication to applicant. 



NYOI 13101 10 vl 



Page 6 



